














































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































Josh  Male  11  7  1 
Lisa 
 
Female  31  ‐  ‐ 
Gurdesh  Male  16  14  1 
Noor 
 
Female  39  ‐  ‐ 
Lucy  Female  11  2  3 
Nicola 
 
Female  36  ‐  ‐ 
Zack  Male  14  5  3 

























































































































































































































































































  Josh  Gurdesh  Lucy  Zack 
Effect of pacemaker on identity          
Threat posed to identity by pacemaker           
  Feeling different   X  X  X  X 
  Restrictions   X  X  X  X 
  Attempts to protect identity from threat   X  X  X  X 
Protective effect of pacemaker on identity         
  Feeling special   X  ‐  X  X 
  Being free to be yourself   ‐  X  ‐  X 














































































































































































  Josh  Gurdesh  Lucy  Zack 
Environmental aids         
Maintaining continuity and routine   ‐  ‐  X  X 
Family Support  ‐  X  X  X 
Coping strategies         
Managing self         
  Avoidance  X  X  ‐  X 
  Distraction   ‐  ‐  X  X 
Using others  ‐  X  X  ‐ 
Gratitude         
My pacemaker keeps me alive   X  X  ‐  X 
Things could be worse  ‐  ‐  X  X 
I am fortunate compared to some  ‐  ‐  X  X 
My pacemaker gets me out of things  
I do not want to do  




































































































































































  Josh  Gurdesh  Lucy  Zack 
Experience of hospital          
Environmental issues   X  X  X  ‐ 
Relationship with medical staff  X  X  X  ‐ 
Physical Vulnerability          
Relying on fallible technology for life  X  ‐  X  X 
Powerlessness  ‐  X  X  X 
Procedural Distress  ‐  X  X  X 
What I know about my pacemaker and 
condition  
































































































































































  Lisa  Noor  Nicola  Angela 
I’m doing it wrong         
Interactions with my child   X  ‐  X  ‐ 
What must people think?  X      X 
I’m neglecting my other children   ‐  X  ‐  X 
This is my fault  X  ‐  ‐  X 
I don’t deserve any pity   X  ‐  ‐  ‐ 
Atonement          
  Material compensation   X  X  X  ‐ 




















































































































































  Lisa  Noor  Nicola  Angela 
Initial impact of diagnosis          
Shock   X  ‐  X  ‐ 
Loss  X  ‐  ‐  ‐ 
Why me?  X  ‐  X  ‐ 
We’ve learned to live with the pacemaker          
The process of adjustment   X  X  ‐  ‐ 
The pacemaker is seen as normal now  X  X  X  ‐ 
An eye on the future         
The pacemaker is never going away  ‐  ‐  X  X 




































































































  Lisa  Noor  Nicola  Angela 
External support         
Faith   ‐  X  ‐  ‐ 
Support from others         
  Family   X  ‐  X  X 
  Medical staff  X  X  X  X 
Coping strategies         
Adopting a protective philosophical stance         
  Acceptance   X  X  ‐  X 
  Positivity   ‐  X  X  ‐ 
Active strategies         
  Just getting on with things   X  ‐  X  X 
  Avoidance   X  X  ‐  X 
  Putting my child’s needs first   ‐  X  X  X 
Gratitude         
Things could be worse   ‐  X  X  X 
Benefit finding   ‐  ‐  X  X 
Gratitude towards others  X  ‐  X  ‐ 
Gratitude towards the pacemaker          
  The pacemaker keeps my child alive  X  X  X  ‐ 
  The pacemaker allows my child to live their life  ‐  X  ‐  X 
































































































































































































































  Lisa  Noor  Nicola  Angela 
Waging war on powerlessness         
Feeling powerless  X  X  X  X 
Fighting to regain control   X  X  ‐  ‐ 
  Being strong   X  X  ‐  X 
  Being strong for others  X  X  ‐  X 
  Becoming someone else   X  ‐  ‐  ‐ 
Waging war on uncertainty          
The difficulty of uncertainty   X  ‐  X  X 
Managing uncertainty          
  Getting things over and done with quickly   X  ‐  X  ‐ 
















































































































































  Lisa  Noor  Nicola  Angela 
Difference versus normality          
My child is normal to me  ‐  ‐  X  X 
My child is different   X  ‐  X  ‐ 
I do not see my child as ill  ‐  ‐  X  X 
Body image  X  ‐  X  ‐ 
My child is physically vulnerable          
Impact of surgery   X  ‐  X  X 
Pacemaker malfunction   X  X  X  X 
The battery might run out  X  X  X  ‐ 





































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































Leeds (East) Research Ethics Committee 
Room 5.2, Clinical Sciences Building 





 Telephone: 0113 2065652   
Facsimile: 0113 2066772 
13 July 2009 
 
Ms Katherine Wilkinson 
Psychologist in Clinical Training  
Leeds Teaching Hospitals NHS Trust 
Leeds Institute of Health Sciences 
Charles Thackrah Building, 





Dear Ms Wilkinson 
 
Study Title: The experience of having cardiac pacemakers among 
adolescents and their parents: A qualitative study 
REC reference number: 09/H1306/37 
Protocol number: 1 
 
Thank you for your letter of 16 June 2009, responding to the Committee’s request 
for further information on the above research and submitting revised 
documentation. 
 
The further information has been considered on behalf of the Committee by 
the Chair.  
 
Confirmation of ethical opinion 
 
On behalf of the Committee, I am pleased to confirm a favourable ethical opinion for 
the above research on the basis described in the application form, protocol and 
supporting documentation as revised, subject to the conditions specified below. 
 
Ethical review of research sites 
 
The favourable opinion applies to all NHS sites taking part in the study, subject to 
management permission being obtained from the NHS/HSC R&D office prior to the 




Conditions of the favourable opinion 
 
The favourable opinion is subject to the following conditions being met prior to the 
start of the study. 
 
Management permission or approval must be obtained from each host organisation 
prior to the start of the study at the site concerned. 
 
For NHS research sites only, management permission for research (“R&D 
approval”) should be obtained from the relevant care organisation(s) in accordance 
with NHS research governance arrangements.  Guidance on applying for NHS 
permission for research is available in the Integrated Research Application System 
or at http://www.rdforum.nhs.uk.  Where the only involvement of the NHS 
organisation is as a Participant Identification Centre, management permission for 
research is not required but the R&D office should be notified of the study. 
Guidance should be sought from the R&D office where necessary. 
 
Sponsors are not required to notify the Committee of approvals from host 
organisations. 
 
It is the responsibility of the sponsor to ensure that all the conditions are 





The final list of documents reviewed and approved by the Committee is as follows: 
  
Document    Version    Date      
Covering Letter         
Application    07 April 2009    
Protocol  1  06 April 2009    
Investigator CV    12 April 2009    
CV of Sylvie Collins         
Letter of invitation to participant  1  06 April 2009    
Interview Topic Guide: Parent/Carer  1  06 April 2009    
Interview Topic Guide: Young Person  1  06 April 2009    
Training Clinical Psychology Research Information Sheet         
Peer Review    18 March 2009    
Letter from Sponsor    07 April 2009    
Compensation Arrangements    02 October 2008    
Response to Request for Further Information    16 June 2009    
Participant Consent Form: Assent Form  2  16 June 2006    
Participant Consent Form: Young Person  2  16 June 2009    
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Participant Consent Form: Parent/Guardians  2  16 June 2009    
Participant Information Sheet: Young Person  2  16 June 2009    
Participant Information Sheet: Parent/Guardian  2  16 June 2009    
 
Statement of compliance 
 
The Committee is constituted in accordance with the Governance Arrangements for 
Research Ethics Committees (July 2001) and complies fully with the Standard 
Operating Procedures for Research Ethics Committees in the UK. 
 
After ethical review 
 
Now that you have completed the application process please visit the National 
Research Ethics Service website > After Review 
 
You are invited to give your view of the service that you have received from the 
National Research Ethics Service and the application procedure.  If you wish to 
make your views known please use the feedback form available on the website. 
 
The attached document “After ethical review – guidance for researchers” gives 
detailed guidance on reporting requirements for studies with a favourable opinion, 
including: 
 
• Notifying substantial amendments 
• Adding new sites and investigators 
• Progress and safety reports 
• Notifying the end of the study 
 
The NRES website also provides guidance on these topics, which is updated in the 
light of changes in reporting requirements or procedures. 
 
We would also like to inform you that we consult regularly with stakeholders to 
improve our service. If you would like to join our Reference Group please email 
referencegroup@nres.npsa.nhs.uk.  
 











Enclosures: “After ethical review – guidance for researchers”  
Copy to: Clare Skinner, University of Leeds 
 




































































































































The Yorkshire Heart Centre 
Paediatric Cardiac Unit 
Leeds General Infirmary (E Floor) 
Calverley Street, LS1 3EX 
Tel:  01132 432799  Direct line: 0113 392 5783  Fax: 0113 392 8101 
 
Participant Invitation Letter – Version 1 (06.04.09) 
 
 
Dear (name of young person) and their parent/guardian (delete as appropriate), 
 
You are being invited to take part in a research study being carried out with the 
Paediatric Cardiology Service here at Leeds General Infirmary. We are interested in 
looking at the psychological impact of having a pacemaker on young people aged 
11-16, and their parents (or guardians). This study will be conducted by Kate 
Wilkinson (who is a Trainee Clinical Psychologist) as part of her doctoral research.  
 
If you were to take part in the research it would involve you each (young person and 
parent/guardian) having a separate, informal interview with Kate, in which she 
would ask you some questions about how the pacemaker affects your lives.  
 
Enclosed are two different information sheets, one for each of you, explaining the 
study in more detail. If after reading these, you are interested in taking part or would 
like more information, please complete the tear-off slip below and return it in the 
stamped addressed envelope provided. Alternatively you can email Kate at the 
address below. 
  
The decision you make about whether or not to take part in the study will have 





Dr M E C Blackburn  
Consultant Paediatric & Adult Congenital Cardiologist 
 
------------------------------------------------------------------------------------------------------- 
Name of young person (please print)………………………….. 
Name of parent or guardian (please print)…………………………….. 
 
We would like to take part in the study. We would like to arrange a time to meet with 
Kate. We would like her to contact us by: 
 
Phone (parent/guardian’s number is………………………..….) 
 
Email (parent/guardian’s email address is…………………….……..) 
 
Alternatively Kate’s email address is umkw@leeds.ac.uk (please include the same 











The Yorkshire Heart Centre 
Paediatric Cardiac Unit 
Leeds General Infirmary (E Floor) 
Calverley Street, LS1 3EX 
 
 
Young person’s information about the research - Version 2 (16/06/09) 
 
Study title: “The experiences of adolescents who have cardiac pacemakers and 
their parents: A qualitative study”  
 
I am a trainee clinical psychologist and I would like to invite you to take part in a 
research study that I am conducting as part of my doctorate at university. Before 
you decide whether or not you want to take part you need to carefully read the 
following information about why the research is being done and what it would 
involve for you.  You can take as much time as you need to decide. You can also 
talk to other people like your family, friends, doctor or nurse about it if you want to.   
 
What is the purpose of this study?  
To date there haven’t been many studies that have looked at the impact of having a 
pacemaker on young people and their families. However the team has noticed that 
some young people and their families manage quite well, but others find it more 
difficult. If we knew more about the impact of having a pacemaker and what makes 
things easier for you, then we could improve services even more.  
 
Why have we been invited?  
You were chosen to take part because you have a pacemaker and you are aged 
11-16. We also want to talk to one of your parents or the person who looks after 
you.  
 
Do we have to take part?  
You do not have to take part in this study; it is up to you to decide. If you decide to 
take part you will be asked to sign a form to show you agree to take part. If you are 
under 16 your parent or guardian will also need to sign a consent form to show they 
agree you can take part.  
 
You can stop taking part at any time if you change your mind, without having to say 
why. If you decide not to take part or to stop part way through this will have no 
effect on the care you get from the team at the hospital.  
 
What will happen to us if we take part?  
If you decide you want to take part, I will arrange a time to come and meet both you 
and your mum, dad or the person who looks after you. I will interview you both on 
your own, separate from each other. I will ask you about what it is like having a 
pacemaker and I will ask your mum, dad or the person who looks after you about 
what it is like looking after a young person with a pacemaker. Each interview should 
last around 60-90 minutes at the most, depending on how much you have to say. 
We can meet in the best place for you; this could either be at home or in a quiet 
room on the ward at the hospital.  
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You can do the interview on your own or with someone sitting with you. This might 
be a parent, or a friend. Remember you can also stop the interview and withdraw 
from the study at any time, without giving a reason.   
 
I will tape record both conversations. This is because afterwards I will be looking at 
what you have both said, and trying to find the main issues that you talked about. 
 
After I have looked at all the interviews, I will write to everyone who has taken part 
with a summary of what I thought the main issues were.  
 
I will also look at your medical records to check details of your heart condition and 
pacemaker. I will not look at any other parts of your records.  
 
What are the advantages or disadvantages of taking part?  
If you decide to take part I cannot promise that this study will have any direct benefit 
for you. However some people find talking to someone about their experiences can 
be helpful, and any information you give me might help improve treatment for other 
young people with pacemakers.  
 
It is possible you might get upset in the interview. If you do feel upset either during 
or after the interview I can let your parents know, if you say that’s okay. If you want 
me to, I can also tell the psychologist or one of the specialist nurses in the team. 
You will be able to talk to them about the way you are feeling. 
 
Will our taking part in the study be kept confidential?  
After the interview everything you say will be written down. Any information that 
identifies who you are will be kept separately from this written version, and they will 
both be kept in a secure place, until they are got rid of in 7 years time. 
 
I will not tell anyone else what you have said unless I am worried about you or 
someone else getting hurt in some way. If I am worried about this happening I will 
have to tell someone.  
 
 
What will happen to the results of this study?  
I will write up the results of this study for my doctorate. I will include some of the 
exact things people have said. It is also possible that I will present the results at a 
conference, or publish them in a journal article. At all times your privacy will be 
protected. I will do this by calling you a different name, which you can choose 
yourself if you want.  
 
When I write up this research I will try my best to protect your privacy. But because 
you and your parent/carer know each other so well, if you read my report, you might 
think that you recognise each other from what is being said. However, it is very 
unlikely that anyone else reading it will be able to tell who either of you are. 
 
Who has reviewed this study? 
Before any research goes ahead it has to be checked by a Research Ethics 
Committee. They make sure the research is fair. This study has been checked by 
the Leeds East Research Ethics Committee. It has also been checked by people at 
the University of Leeds. 
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Contact details   
If you would like further information, or have any worries about the study you can 
contact me (Kate Wilkinson), Judith Huntley (specialist nurse), or Dr Sylvie Collins 
(my project supervisor) on the contact details below.  
 
Kate Wilkinson   Judith Huntley  
Trainee Clinical Psychologist Children's Cardiac Specialist Nurse  
Leeds Institute of Health Sciences Children’s Heart Unit 
Charles Thackrah Building  Leeds General Infirmary (E Floor) 
101 Clarendon Road Calverley Street, 
Leeds Leeds 
LS2 9LJ LS1 3EX 
0113 3430815 0113 392 5467 
Email: umkw@leeds.ac.uk Email: Judith.Huntley@leedsth.nhs.uk 
 
Dr. Sylvie Collins       
Clinical Psychologist  
Leeds Institute of Health 
Sciences 
Charles Thackrah Building  












If you would like to seek independent 
advice regarding taking part in this study, 
you can contact the Leeds Teaching 
Hospitals PALS (Patient Advice and 








The Yorkshire Heart Centre 
Paediatric Cardiac Unit 
Leeds General Infirmary (E Floor) 
Calverley Street, LS1 3EX 
 
 
Parent/guardian’s information about the research - Version 2 (16/06/09) 
 
 
Study title: “The experiences of adolescents who have cardiac pacemakers and 
their parents: A qualitative study”  
 
I am a trainee clinical psychologist and I would like to invite you and your child to 
take part in a research study that I am conducting as part of my doctorate. Before 
you decide whether or not you want to take part you need to carefully read the 
following information about why the research is being done and what it would 
involve for you both.  You can take as much time as you need to decide and you 
can talk to others about it if you wish.   
 
What is the purpose of this study?  
To date there haven’t been many studies that have looked at the impact of having a 
pacemaker on young people and their families. However the team has noticed that 
some young people and their families manage quite well, but others find it more 
difficult. If we knew more about the impact of having a pacemaker and what makes 
things easier for you, then we could improve services even more.  
 
Why have we been invited?  
Your child or the child you look after was chosen to take part because they have a 
pacemaker and are aged 11-16. You were chosen to take part as their parent or 
primary care giver. 
 
Do we have to take part?  
You do not have to take part in this study; it is up to you to decide. If you decide to 
take part you will be asked to sign a consent form to show you agree to take part 
and that you agree for your child to take part. 
 
Both you and your child are free to withdraw at any time, without giving a reason. 
Not taking part or withdrawing will have no effect on the standard of care you or 
your child receives.  
 
What will happen to us if we take part?  
If you decide you want to take part, I will arrange a time to come and meet both you 
and your child to carry out an interview. I will interview you both, separately from 
each other. I will ask your child what it is like having a pacemaker and I will ask you 
about what it is like looking after a child with a pacemaker. Each interview should 
last around 60-90 minutes at the most, depending on how much you have to say. 
We can meet in the best place for you; this could either be at home or in a quiet 
room on the ward at the hospital.  
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If your child wishes, it is fine for them to have someone sit with them while they take 
part in the interview. This can be either a parent or a friend, depending on who they 
prefer. Remember you or your child can also stop the interview and withdraw from 
the study at any time, without giving a reason.   
 
I will tape record both conversations. This is because afterwards I will be looking at 
what you (and your child) have said, and I will try to identify the main issues that 
you raised. 
 
After I have analysed all the interviews, I will write to everyone who has taken part 
with a summary of what I thought the main issues were.  
 
I will also look at your child’s medical records to check details of their heart 
condition and pacemaker. I will not look at any other parts of your child’s records 
that are not relevant.  
 
What are the advantages or disadvantages of taking part?  
If you decide to take part I cannot promise that this study will have any direct benefit 
for you or your child. However some people find talking to someone about their 
experiences can be helpful, and any information you give me might help improve 
treatment for other young people and parents in a similar situation. 
 
It is possible you or your child might get upset in the interview. If this happens either 
during or after the interview, I can (with your permission) refer either of you to the 
psychologist or one of the specialist nurses in the team. You can talk to them about 
the way you are feeling and they will be able to offer you further support and advice.  
 
Will our taking part in the study be kept confidential?  
After the interview everything you say will be transcribed. Any information that 
identifies who you are will be kept separately from these interview transcripts, and 
both sets of information will be kept in a secure location, until they are destroyed in 
7 years time. 
 
I will not tell anyone else what you or child says in the interview unless I am worried 
about the safety of you, your child or anyone else. If I am worried, I will have to talk 
to my supervisors and seek further advice. 
 
What will happen to the results of this study?  
The results of this study will be written up for my doctorate. I will include some direct 
quotes of what people have said. It is also possible that I will present the results at a 
conference, or publish them in a journal article. At all stages I will protect your 
anonymity, and that of your child, by using pseudonyms. That is I shall refer to you 
both by other names than your own - you and your child may choose these 
alternative names if you wish. 
 
When I write up this research I will make every effort to protect your anonymity by 
withholding identifying information and using pseudonyms. Because you and your 
child know each other so well, you may, should you read any of my reports, think 
that you recognise the other from what is being quoted. However, it is highly 
unlikely that anyone else reading the work will be able to identify either of you. 
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Who has reviewed this study? 
All research in the NHS has to be looked at by an independent group of people 
called a Research Ethics Committee to protect your rights, dignity and well-being. 
This study has been reviewed and approved by the Leeds East Research Ethics 
Committee. It has also been reviewed by two academic panels at the University of 
Leeds. 
 
Contact details   
If you would like further information, or have any concerns about the study you can 
contact me (Kate Wilkinson), Judith Huntley (specialist nurse), or Dr Sylvie Collins 
(my project supervisor) on the contact details below.  
 
Kate Wilkinson   Judith Huntley  
Trainee Clinical Psychologist Children's Cardiac Nurse Specialist 
Leeds Institute of Health Sciences Children’s Heart Unit 
Charles Thackrah Building  Leeds General Infirmary (E Floor) 
101 Clarendon Road Calverley Street, 
Leeds Leeds 
LS2 9LJ LS1 3EX 
0113 3430815 0113 392 5467 
Email: umkw@leeds.ac.uk Email: Judith.Huntley@leedsth.nhs.uk 
 
Dr. Sylvie Collins       
Clinical Psychologist  
Leeds Institute of Health 
Sciences 
Charles Thackrah Building  














If you would like to seek independent 
advice regarding taking part in this study, 
you can contact the Leeds Teaching 
Hospitals PALS (Patient Advice and 








The Yorkshire Heart Centre 
Paediatric Cardiac Unit 
Leeds General Infirmary (E Floor) 
Calverley Street, LS1 3EX 
 
 
Consent Form for Parent/Guardian– Version 2 (16.06.09) 
 
 
Title of Project: “The experience of having cardiac pacemakers among adolescents and their 
parents: A qualitative study” 
 




1. I confirm that I have read and understand the information sheet dated  
16.06.09 (Version 2) for the above study. I have had the opportunity to consider the 
information, ask questions and have had these answered satisfactorily. 
 
2. I understand that my participation and that of my child is voluntary and that we are 
free to withdraw at any time without giving any reason, without my medical care or 
legal rights being affected. 
 
 
3. I give permission for the interview to be tape-recorded. 
 
 
4. I understand and agree that the researcher and their supervisors may look at 
relevant sections of my child’s medical notes and the data collected during this 
study. If the results of this study are presented or written up for publication in a 
journal, I understand my details and those of my child, along with any data 
collected will be anonymised. I give permission for this to happen. 
 
5. I agree to take part in the above study. 
 
 




Name of child/young person  
 
_______________            ________________  _________________ 
Name of parent  Date     Signature 
participating  
 
_________________  ________________  ___________________ 
Name of person   Date     Signature 
taking consent 
Thank you for your help 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
